The Commission proposes two directives on veterinary medicine. Information Memo P-39/76, May 1976 by unknown
COMMISSIONE.DELLE COMUNITA  EUROPEE  -  COMMISSIE  VAN  DE  EUROPESE  GEMEENSCHAPPEN  I
[{F0RMATt0l{
II{FtlRMATtlRI  SCHE AUFZE ICHNUI{G
INIIIRMATII|I{ MEM(l
Brwsei.sr MaY
cornmon tegts.
P-'.t9
I{tlTE D'II{Ft|RMATI(lI{
l{0TA D'[{F0RMAZtt|l{E
TTR Il(lCUMEI{TIE
1975
Thc Connigslon hga just a,ctoptcd two proposalg for Cowrcil Directivcs on
vetcrinaxy ledi.cines. 
I
the
The work on approlheting lans in thig fi.eltl bns a ilua} airn: to protect
pubLic health as f;;  as possibl-e a,ncl encourege the free novernent of veterinary
ned.icinal products. The ldenber States Usrre iaken action oa veterinary ned'1oaL
products to a varying ertentl which, fron tbe econornic angLe, has erected barriers
lo the movenent of pioaucts antl created. clisparate conpetition- conditions'
Moreover, veterinarXr ned.icines ca,n a^ffect hunan heaLth through resiclues
eventually absorbeil by nan. Tbese proposels were therefore atloptetl as uluch to
safeguard hunen health as to enco',rrage the free movenent of nedicines'
The content of the llirec-Lives
There are two proposed Directives. The first,  which concerns approxination
of Lars on veterinary ned.ibines, covera the following points:
i)  ilanufacturine  ancl narketing
ii)  prior affiorization frou appropriete  au-nhorities
iii)  Labelline nrles
iv)  Pernissible .glglggglier
";'  ro"r"tion or
The ES@ concerns sta.ndmcls and protocols for testing veterinary nedicines
and specifies, inter all-a:  '
which the nn^nufacturer nust indicate i)
ii)
Initially,  the Darketing authorization rill  be a national matter' Iee'nwhile
the Connission is proposing ienporary a,rrangenentg for the movenent of veterinary
nedicines. Their nain features are close cooperation  between the llenber States in
the Connittee for Veterinary lrlecticinel Products a.nct the ebolition of systenatio
import controls. A proposeL to establlsh cornpLete free novenent will' be presented
later.
lfLv hernonization?
Fron the econonic grgles the inporta.nce of Courunity nrles is self-evident'
Stockbreecling is beconing  raore and nore inttuetrialized. The resulting concentration
a"nd intensification of stockbreecl.ing ancl the selection of high-yieltl breeds increese
the risk of d.iseese a.nd its  econom'ic congelgl€llc€s. Now that the conmon agriculturaL
narket is estabLishecl., the objectiveg of- procluction, profitabilityr free novement
"na 
rrtrai"torterl. conpeiltion take on vital  inportance.
ies of the ned.icine,
---ffiq2.
'ht  the rnlpa e.re 8r1& slll  estgtist' *or,f4lgllgb  llb:'herr*al
s@aq,tion o! dnrl  pt@sts lssne tbrt tb  c@Er  Etrst d  suffF,q
hdrll  sffects. at r tilre rfull p.obl.ce rtr cnl*try r,re agaia oroppfuag ry" *lra
hacl*b Edu€ of ml.ee ln tbls Ese EG€l stl:?--qLilmt '
ffil  considerrtioo nst  be glvcn to tls Ei*  u1' +njurT to.,thp,M
qrstg bry,. ingestion of pro&ru$im ft*  ths &I  tneted sitb tbs nd*sl'unn''
tiriE trfurgp up thE Er""iioor sf rsneeuser !il-ryd"ihrea lltl  eltninrtdt  ry
lo,,g this-tnbe and iUe mittrcg gartod roqrdssd bstmcro the uee of, tb  lsi[leios
and. the Mmt  the aninrl' 1rduet is G@FEsd''
Conclusl@B
tdopti,on of theee trto  riII'  pw'iib Gdty  ffiry-  rrtth eqotdla*
hertrth F".etec:tion of r higb st.3Erlrd' sa l*sc$'Irecdals rn& tb  s$.cst *ti'!g
gq*.e131;€s siace their hq,{is r,il1' df.dt  torf,tb ilWtim  o*@re-  In*tl€r'r
i  C*",-itp*iae  nskert uitl  opcn ug fq'  l11gaucst.a of vetrc*rary1 **i'ciucs'
Ehe e,1.'pcn Frrltranlnt rd  tb  Essdc  d  Sosi*f g@lt*t*  *i'fl  Ps- m-
eultecl on these prorposate allit thilrt are *pcrrteil to bt ailogtse W the &nacrtt
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LA COMIiTSSION  PROPOSE DETIX DIRECT'IVES SI'R LES UEDICAilffi'TS VSTERIIVAIRffi
La Conrnission vient d.tadopter  deux propositions d.e dlrectives du Conseil concernant
les m€dicancnts vdtdrinaires(I).
Ltobjectif des travaux d.e repprochenent  rtee l€glsLations en ce d.onaine eet doublel
favoriser la Ilbre circulation des mddioaments et protdger au nieux l.a sant€ pubLique.
Les al.iff6rents Etats nernbres d.c la  Connr:naut€ sont, en cffet,  intervenus dans ce
sccteur & dcs dcgrds divers, ce qui entrafne, eur Lc pla,n dconomiguc,  des obstacles
i  Ia cirqulation iles produits et d.eg gituations de concurrence tliffCrentes.  D'autre
part !.ee nddlcamcnts vdtCrinairce pcuvent avoir dcs lncidcnccs sur la sant6 hunainc
par J-e biois clcs rdsiduc abcorb€s par lrhome, Ctest donc autant pour protdger la
sant6 hunaine qna pour favooriser La llbre  circulatlon  d.es n6d.icanents que ces propo-
sitions ont 6t6 adoptdcs.
Lc conlgrm d.cg d.cux directives
fl  y a d.onc dcur propositlonc de dlrcctlves. .ElI@iIg  concernant le rapprochemcnt
des }dgislations reLatives aur nddica,ncnts vdtCrinairce tratte d.es pointl &rivants:
ct la fablicatlon de ccs produitet
Le d.es autorit6s coryCtentcst
petrvcnt ttrc utllLs6s,
1a
la
La cleuri3nc d.l.tc,gtlve conceraarit les nornes ct protocoles appLicablcB  aux eesaig de
ndtlicancntc vdtdrinalres prdcisc cntre autregs
- lcs caractCristicrucs tlu mCclicancnt  vdtdrianire d fournir oblieatoirement par Ie
fabricant,
- des orincioes coruruns pour If exdsution d.es cggaig.
Les autorieations de nlgc sur Ic narch6. seront, dans un prenicr tenps, nationales.
frr attenda^nt, un syet3me transitoire dc cirqrlation d.es m6dicaneats v6tCrinairss  est
proposd par La Conmisslon. Ce systtsne sc ca?act6rlsc par nnc dtroite coop6ration  entrc
lcs Etatg nenbrcg au ecln ctu Conitd dcs nCcllcamcnts vdtCrinaires ct par la suppression
d.es contrOles syst6matiques i  Ltinportatlon. &re proposition pour instaurer une libre
circrrlation couplBte scra faitd ultdrier:rement.
Pourcnr6i cette harnonisation?
Du point de rmc 6conomlmrc, lrinportance d'une rCglencntation au nlveau comrnrnautaire
nd'd'ep1usenp1usr:ncaract0reindustria1is6.Laconcen-
tration et lrintensification d.e lfdLevage qui cn r€sultent, l-a s6lection de naces l
lt\  nnult<\r  Ao-2-
I rad.cocnt 6lcs6, egraveut lcl  ricgucs dc naldirc dr lcurs cmffiucrrcm doffiffif,q|rs"
Awo Ia rdrllgati;" d" narcbd, cmun agricolc, lcs objcctlfs tlc profuatim, rutlhilLl't{f
ltbc  cireu!.atio et concur:rencc non flauscds d.crrlsmrnt esecnticln ilats cc dmd.nc"
teis cette rdglenartatton est cacorc pluo lryortat.  au pofBt as nF ac fa
publiqae. LtaccroLseement  dc Ia eoneo@atioq  A! pfodnits animau.r crige $rG Ic conaoo-
natc,w tla. ltaninel trait6 nc sublgsc aucqn prdjdiac. Au nonent ori lron rcd.deounrc
lce probllucs qtralltatife, il  ne paraft pet n6ccatairc drirsciatcr su]l. I'intdrtt'  quc
rcprSeantr pour La saat6 la r€glcnentation en oG donailc.
I1 falt  donc tenir conpte de la possibllitd  d.e d.owages provoquds ohez lrhmw p8r
I'lngeetion dc produits provenaat cltaniuaflr aurgnolr clcs m&ica.uaate clt  6td adni.ai-
!rtr€;. Ce qni plsc Ics probl}ncs dc la rdnansrcc du n6dtcanmt, dc 1a voio ct do L*
dur6c rlf dlinination, itu tenps d.rattente n6csssairc cntre I'utilisatlon  du m6d'laanant
et la consonmtion tlu produit anLmal.
Conclusi@
Ltadoption  de ccs textee apportera donc aux csponmateute des divets: Sbatg nentree
rmc protectj.on en#taire cqnrirralentc ct ilc nffi-t  arrr sg5g  dc netl'I'aurcs
garanties dc co@erciallsation, puisque leur production rdpoadra ainsl au.:r norEes
ilu oontr6le eanitaire. E[lc ornrira enfin aur eroAneteurg  da tlddtcaryltg- vSt€lin+TaF
un march€ & Ia tl"imension  dc la Comrmaut6.
Le Parlcscnt europfen ct Ic C@itC dconomique ct social eeront consultde Bur eoa
propositions et l-a aate prCvue pour lradoption par Le Conecril egt en octolne I"n1'.